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MMHNCTEPCTBO SHPABOOXPAEHVIH PECITYBJIVIKV BEJIAPYCb

CEPTUOUKAT

COOTBETCTBUSA NPOMBIIIJIEHHOI'O ITPOU3BOACTBA
JIEKAPCTBEHHBIX CPEACTB TPEBOBAHUSAM
HAJJIEXAIILEU TPON3BOACTBEHHOU ITPAKTUKH (GMP)

Ne 235/2023/GMP

BbIJAH MO WTOraM TNpOBEIEHHsS WHCMEKTUPOBaHHUS B cooTBeTCTBUM ¢ [lonoxkeHuem o mopsake u
YCJIOBUSIX HMHCNEKTUPOBAHHS IMPOMBILIJIEHHOTO TPOW3BOACTBA JIEKAPCTBEHHBIX CPEACTB  HA
cooTBercTBHe TpeOoBaHusaM Hamnexxamed nNpOW3BOJACTBEHHOW MpPaKTHKH, YTBEPHKIAECHHBIM
nocranopieHueM MuHUcTepcTBa 3apaBooxpaneHus Pecry6nuku benapycs ot 18 Hos0ps 2020 r. Ne
102.

MunucTepcTBo 3apaBooxpaHeHus Pecny6nuku benapych noaTsepkaaet cieayrouiee:

NPOBEAEGHO MHCIIEKTHPOBaHHE

roCyJIapCTBEHHOro yupexaeHus «PecnyOaMKaHCKUH HAYYHO-TIPAKTHUECKHUX LIGHTP OHKOJIOTHU U
(HAaMMEHOBAHHUE MPOU3BOAUTES, MPOU3BOACTBEHHON(BIX) MIOAAKU(OK),

MeauuuHcKon paauofioruu um. H.H. Anekcanapoay

SRR

223040, Pecniybauka benapycs, Munckas obnacts, Munckuii p-H, BoposnsHckui c/c, 66/1,
mecro(a) HaxoxkaeHus!, TeaedoH, apec 3NeKTPOHHON MOUThbI)

paiion ar. JlecHoii, Tenedon: +375 (17) 389 95 05, e-mail: oncobel@omr.by
Ha OCHOBAaHMH MpHKa3a MUHKCTepCTBA 3ApaBooxpaHenus Pecny6auku Benapyce ot 11.07.2023
Ne 1042 «O06 opranuzaliy MHCIIEKTUPOBAHUSIY.
Ha ocHoBaHUM cBeAEHUI, MONYUYEHHBIX NPU MPOBEJEHUH UHCTIEKTHPOBAHHS, MIOCIEIHEEe U3 KOTOPbIX
6buto mposeaeHo ¢ 31.07.2023 no 02.08.2023, ycraHOBIEHO, 4TO [aHHBIH MPOM3BOAWTEND
JIeKapCTBEHHBIX CPEJICTB COOTBETCTBYeT TpeboBaHusaM Hamnexaluel npou3BOACTBEHHON NMPAKTHUKH.
Hacrosmuit ceprugukar orpaxkaer cratyc NPOM3BOACTBEHHOMH(BIX) IIOAAKH(OK) HA MOMEHT
IIPOBEJIEHUs MHCIEKTUPOBAaHUA W MO HCTEUEHUH 3 JIeT OT JAaThl TOCJEJHEro JHA IOCJIEIHETO
WHCIMEKTUPOBAHHS HE A0JDKEH MPUHHUMATBCS B KAUeCTBE JOKYMEHTa, CBUAETEJILCTBYIOLLETO O CTAaTyCe
coorBercTBHs. [lpH onpeneneHMH cpoka, Ha KOTOPBIM BblAAeTCS CEPTU(UKAT, YUHTBHIBAIOTCA
MPUHLMIBL  YIPaBJIeHUs PUCKAMH B COOTBETCTBHM C JOKYMEHTAMH CHCTEMbl KadecTBa
(dapmuHcnekTopata W oTpaxawotrcs B mnone «OrpaHdyeHUs WM TOSCHUTEJIbHbIE 3aMETKH,
Kacaromuecs 0o0jacTM  NpUMEHeHWs Hactosiero ceptudukara». Ceptudukar  sBnsercs
JEHCTBUTENBHBIM B Cllyyae MPeACcTaBIeHHs] KaK OCHOBHBIX, TaK U AOMONHUTEbHbBIX JIMCTOB.

AyTeHTMYHOCTh  (TMOIUVIMHHOCTb) HACTOSILIEro CcepTH(dUKATa MOXHO MPOBEPUTH Ha
opuumanbHOM caiite MuHuCTepcTBa 3ApaBooxpaHeHust PecryGiuku benmapyce B rinobGanbHoi
KOMMbIOTEpHOU ceTH MHTepHer.
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MVMHNCTEPCTBO 3[[PABOOXPAEHV[H PECITYBJIVIKI BEJIAPYCb

CEPTU®UKAT
Ne 235/2023/GMP

] JlekapcTBeHHBIE PENapaThl A1 MEAULMHCKOTO MPUMEHEHHS

[J dapmariesTrueckue cybcTaHInm

L1 BerepuHapHble JiekapCTBEHHbIE MpenapaThl

U JlekapcTBeHHbIE MpenapaThbl Ajisi KIMHUYECKUX UCCNeOBaHUM (MCTIBITAaHUH)

Kon

HaumenoBanue

HanmeHoBanue BHIA NpPou3BOACTBA, JleKapCTBeHHOi/i (l)Oprl

HpOMblHIJIeHHOG MNpOHU3BOACTBO pannmbapmaueBaneCKnx JICKAPCTBEHHBIX
CpEACTB H HX ONITOBAA peaiu3anus

6.1

CrepujibHbie J1eKapcTBEHHbIE OpMBI

6.1.1

Kuakne nexapcTBeHHbIE HOPMBI

6.1.1.2

pactBopsl Masioro oobema (100 Ma unu MeHee)

6.3

Beinyckawomunii KOHTPoJIb

11

KOHTpOJIb Ka4vyeCTBa

11.3

xuMuueckue ((hu3nueckue) UCTILITAHUS

OrpaHuyeHuUs WK NOSICHUTEIbHbIE 3aMETKH, Kacaroliyecs 06J1acTH MPUMEHEHUS
cepTuduKkara: HeT

3amMecTUTEND
Mpunnctpa 31paBooXpaHeHUS

PecnyOnuku benapycs /48 . il S 2 FO.JL.T opbuu

Jlata noanucauus:
«24» Hos16ps1 2023 1.
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